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» The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 23 February 2007 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) MQ is/are rejected. 

7) ^ Claim(s) 6 and 7 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)E3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
aM All b)D Some * c)Q None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. KI Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attach me nt(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) P a P er No(s)/Mail Date. 

3) £3 Information Disclosure Statement(s) (PTO/SB/08) 5 > □ Notice of Informal Patent Application 

Paper No(s)/Mail Date 3/4/05 . 6) □ Other: . 
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DETAILED ACTION 


Election/Restriction 

Applicant's election, with traverse, of the compound of example 1 as the species 
elected to begin prosecution is acknowledged. 

Applicant argues that the set of compounds defined by formula I does, indeed, 
contain a common core, that is, "...a propanol moiety bonded to a nitrogen atom at one 
end and a substituted phenyl moiety at the other end." However, while the examiner is 
in perfect agreement with applicant that the diagram of formula I shows a limited 
number of invariable atoms, this substructure cannot be - under PCT Rule 13.2 - the 
common core of the instant set of compounds. This is so because PCT Rule 13.2 
requires that the special technical feature (i.e. in the case of sets of compounds, the 
common core) "...shall mean those technical features that define a contribution which 
each of the claimed inventions, considered as whole, makes over the prior art." 

That being the case, the examiner respectfully asserts that applicant's "common 
core" does not make a contribution over the prior art as evidenced by, for instance, 
phenylpropylamine, which is an old and well-known compound in the chemical arts (e.g. 
Journal of the American Chemical Society (1939), 61, p. 914-915 (CAPLUS abstract)); 
or its simple derivatives such as p-amino-p-methyl-benzenebutanol, which is also a 
compound known in the prior art (e.g. EP 534553 (CAPLUS abstract)). These prior art 
compounds are applicant's diagramed "common core." 
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In short, applicant's assertion that the diagramed common core of the set of 
compounds defined by formula I is consistent with the definition of the common core of 
a set of compounds as defined under PCT Rule 13.2, is incorrect. Under PCT Rule 
1 3.2 there are clear grounds for a holding of a lack of unity of invention. 

The election/restriction requirement was proper for reasons of record and 
subsequently outlined in detail above. The requirement was made only in order to 
facilitate the reasonably complete and thorough search to which applicant is entitled and 
is hereby made FINAL. 

Information Disclosure Statement 

The information disclosure statement filed 3/4/05 fails to comply with 37 CFR 
1.98(a)(2), which requires a legible copy of each cited foreign patent document; each 
non-patent literature publication or that portion which caused it to be listed; and all other 
information or that portion which caused it to be listed. It has been placed in the 
application file, but the information referred to therein has not been considered. 

Claim Objections 

Claim 6 is objected to because of the following informalities: the claim text does 
not end with a period (in fact, there appears to be text missing). Claims must begin with 
a capital letter and end with a period. MPEP 608.01 (m). Appropriate correction is 
required. 
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Claim 7 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. The pertinent case law 
appears clear on this point: Recitation of the intended utility into the preamble of a 
compound claim which can otherwise stand alone is not considered a further limitation 
on the claim. In re Ridden , 318, F.2d 761, 138 USPQ 112; In re Maeder, 337 F.2d 875, 
143 USPQ 248; Ex parte Maxey, 177 USPQ 468 (POBA 1972); In re Spada, 911 F.2d 
705, 15 USPQ 2d 1655 (Fed. Cir. 1990). 

Claim Rejections - 35 USC § 112, FIRST PARAGRAPH 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 10 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treating disorders or diseases mediated by 
lymphocytes, or treating acute or chronic transplant rejection or T-cell mediated 
inflammatory or autoimmune diseases, does not reasonably provide enablement for the 
prevention of disorders or diseases mediated by lymphocytes, or preventing acute or 
chronic transplant rejection or T-cell mediated inflammatory or autoimmune diseases. 
The specification does not enable any person skilled in the art to which it pertains, or 
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with which it is most nearly connected, to make and use the invention commensurate in 
scope with these claims. 

With regard to rejections under 35 USC 112, first paragraph, the following factors 
are considered (In re Wands 8 USPQ 2d 1400, 1404 (CAFC 1988)): a) Breadth of 
claims; b) Nature of invention; c) State of the prior art; d) Level of ordinary skill in the art; 
e) Level of predictability in the art; f) Amount of direction and guidance provided by the 
inventor; g) Working examples and; h) Level of experimentation needed to make or use 
the invention based on the content of the disclosure. 

a) The claim is quite broad: "A method for preventing [emphasis added] or 
treating disorders or diseases...". 

b,c) The nature of the invention is determined in part by the state of the prior art. 

Even a cursory perusal of the teachings of the medicinal arts reveals that they 
have not advanced to the point where complex conditions such as, inter alia, 
rheumatoid arthritis, lupus, multiple sclerosis, breast cancer, leukemias or senile 
dementia (specification page 30, last full paragraph) can in any way be said to be 
preventable. The art, in general, teaches, instead, that what may in some cases be 
prevented with regard to such diseases or disorders are their associated symptoms. 

d) The level of skill in the art is considered to be relatively high. 

e) The level of predictability in the art is considered to be relatively low. 

The basis of all modern medicine and biology is, of course, chemistry. Yet even 
under the best of circumstances, and several hundred years after Lavoisier laid the 
foundations of its modern practice, chemistry remains an experimental science. Neither 
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the medicinal/biological arts nor the chemical arts upon which they are based have 
advanced to the point where certainty has replaced the need for clinical and/or 
laboratory experimentation. 

f,g) The amount of direction provided by the inventor is considered to be 
determined by the specification and the working examples. Applicant's data do not 
demonstrate that the instant compounds prevent any diseases or disorders. 

h) Regardless of the amount of experimentation involved, applicant's claim with 
respect to the prevention of the numerous and various diseases and disorders 
enumerated in the specification are not believable in light of the present understanding 
in the contemporary medicinal arts. It is settled case law that allegations of utility that 
are not believable in light of the contemporary knowledge in the art must be 
substantiated by acceptable evidence or stricken from the specification. In re Ferns , 
163 USPQ 609 (CCPA 1969; Ex Parte Moore , 128, USPQ 8 (BPAI 1960); In re Hozumi , 
226, USPQ 353 (Comr. Dec. 1985); MPEP 706.03(n) and 706.03(z). 

Claim Rejections - 35 USC § 112, SECOND PARAGRAPH 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. In the definition of R, exactly what might be the substituent "a- 

or a-naphthyl" is unclear due to the use of non-standard chemical notation. 
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Claim 6 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. In the definition of R, exactly what might be the substituent "□- 
naphthyl" is unclear due to the use of non-standard chemical notation. 

Claim 9 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The term "co-agent" is unclear because it is undefined. 

The remaining claims are also rejected under 35 USC 112, second paragraph, as 
claims which depend from indefinite claims are also indefinite. Ex parte Cordova, 10 
USPQ 2d 1949, 1952 (PTO Bd. App. 1989). 

Allowable Subject Matter 

The elected species was searched and is deemed free of the prior art. The 
search was therefore expanded as called for under current Office Markush practice - a 
compound by compound search - to include a single additional species. That species 
is defined when, in formula I: Ri=Ci alkyl substituted by OH; R 2 =R 2 '= -0-Xi where 
X^C/ alkyl substituted by 1 fluorine atom; R 3 = Z-X 2 where Z=CH 2 and X 2 =OH; and 
R 4 =R5=H. A rejection follows. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-10, in so far as they read on the species defined above, are rejected 
under 35 U.S.C. 102(b) as being clearly anticipated by WO 9408943 (CAPLUS 
abstract), which teaches applicant's compound: RN=162360-68-1. 


Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian J. Davis whose telephone number is 571-272- 
0638. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph K. McKane can be reached at 571-272-0699. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



J3BIAN DAVIS 
MARY EXAMINER 


Brian J. Davis 
May 3, 2007 


